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DEPARTMENT OF HEALTH, 
EDUCATION, AND WELFARE 


Public Health Service 
[42 CFR Part 110] 
HEALTH MAINTENANCE ORGANIZATIONS 


Requirements for a Health Maintenance 
Organization 


AGENCY: Public 
HEW. 


ACTION: Notice of proposed rulemak- 
ing. 
SUMMARY: This notice sets forth 
proposals for amending the require- 
ments regarding the organization and 
operation of qualified health mainte- 
mance organizations (HMO’s) that 
were published on June 8, 1977, in the 
FepersaL Recister. Certain provisions 
have been added or changed or both in 
response to the HMO Amendments of 
1976 to provide greater detail in identi- 
fying members of the medical group 
and staff of the HMO; defining con- 
tractual arrangements for the provi- 
sion of basic and supplemental health 
services; and greater emphasis has 
been given to the importance of the 
olicy making body and of the plan 
management in meeting the fiscal via- 
bility requirement of the law. Interest- 
ed parties are invited to submit writ- 
ten comments and suggestions con- 
cerning the proposed rules. 


DATE: Comments must be received on 
or before November 13, 1978. 


ADDRESSES: Written comments 
should be sent to the Director, Office 
of Health Maintenance Organizations, 
Office of the Assistant Secretary for 
Health, Park Buiiding, 3rd Floor, 
12420 Parklawn Drive, Rockville, Md. 
20857. The comments will be available 
for public inspection and copying at 
the above address between the hours 
of 8:30 am. and 5 p.m., Monday 
through Friday, except for Federal 
holidays. 


FOR FURTHER 
CONTACT: 


Howard R. Veit, Director, Office of 
Health Maintenance Organizations, 
Park Building, 3rd Floor, 12420 
Parkiawn Drive, Rockville, Md. 
20857, 301-443-4106. 


SUPPLEMENTARY INFORMATION: 
On June 8, 1977, the Secretary pub- 
lished interim regulations in the Fep- 
ERAL REGISTER (42 FR 29400-16) to im- 
plement certain provisions of Title 
XITI of the Public Health Service Act, 
as amended by Pub. L. 94-460, the 
Health Maintenance Organization 
Amendments of 1976. The interim reg- 
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ulations allowed organizations to qual- 
ify under the less restrictive provisions 
of the amended law. In the preamble 
to the interim regulations, the Depart- 
ment stated its intent to issue a Notice 
of Proposed Rulemaking which would 
propose to revise the interim regula- 
tions and to implement all provisions 
of the amended law. Based on the new 
law and 4 years of program experi- 
ence, a number of changes are pro- 
posed in the regulations. 

Significant changes are summarized 
as follows: 

A definition of “medical group 
member” is provided in §110.101 to 
clarify the identity of those to whom 
the term “member” applies in the defi- 
nition of a medical group and in the 
requirements for continuing educa- 
tion. 

The term “direct service contract” 
refers to the method of providing 
health services through health profes- 
sionals other than members of the 
HMO’s staff or through entities other 
than medical groups or individual 
practice associations, and has been de- 
fined in § 110.101. 

A definition of “staff of the HMO” 
is provided in §110.101 to assure a 
clear distinction between heaith pro- 
fessionals employed by the HMO and 
arrangements made with health pro- 
fessionals through direct service con- 
tracts, as well as to provide explicit re- 
auirements that an organization must 
meet to qualify as a staff model HMO. 

The health status and enrollment 
requirements of § 110.108(f) have been 
clarified by defining the term “group” 
as used in that section. 

Section 110.102(d) has been added to 
include the Department’s long-stand- 
ing interpretation of the requirements 
of Title XIII, that a qualified HMO 
may not offer prepaid health services 
which do not include all the basic 
health services set forth in 
§110.102(a). This limitation is not to 
be construed as interfering with the 
right of the HMO to conduct unrelat- 
ed business, including the provision of 
other than prepaid health care and 
the selling of health insurance. 

Section 110.104(a)(2) has been added 
to specify the unusual circumstances 
under which the Secretary may waive 
the requirement that after its third 
year of operation a qualified HMO 
may not provide services through a 
medical group which does not devote 
at least 35 percent of its professional 
activity to services to the HMO’s en- 
rollees. The first circumstance, (A), 
recognizes that a large group which 
comprises more than 20 percent of the 
physicians in a community will have 
responsibilities to that community 
other than through the HMO. In that 
context, the group can provide full 
service to the enrollees of the HMO 
and still fail to meet the 35 percent re- 


quirement. The second circumstance, 
(B), recognizes that the HMO may 
have insufficient members to require 
utilization of 35 percent of the group’s 
services. The third, (C), recognizes 
that a medical group may serve two or 
more HMO’s and permits the require- 
ment to be waived if these HMO’s uti- 
lize 35 percent of the group’s services 
in the aggregate. 

Section 110.104(c)(3) requires that 
the HMO provide in its contract with 
a@ medical group or individual practice 
association that these entities assume 
financial risk for the services provided 
by their health professionals, as well 
as for a portion of the risk for hospi- 
talization costs of the enrollees they 
serve. In addition, § 110.104(c) provides 
that the HMO’s contracts with these 
entities must include provisions requir- 
ing acceptance by health professionals 
associated with these entities of con- 
trol mechanisms which will assist in a 
cost-effective operation. While other 
approaches may be found acceptable, 
set forth below are examples of ap- 
proaches which the Secretary would 
accept as meeting these requirements: 


1. HMO-MenicaL Group CONTRACT 


Health professional services. An 
HMO contracts with a medical group 
for a specific range of services and the 
medical group agrees to provide or ar- 
range for the provision of the services 
of heaith professionals which are pro- 
vided as basic health services with the 
excepticn of medically necessary 
emergency services not provided 
through the HMO, inpatient hospital 
services provided by employees or 
staff of a hospital or provided by staff 
of other entities, and unusual or infre- 
quentiy used services. The medical 
group agrees that it will provide these 
services in exchange for an agreed 
upon monthly capitation-based pay- 
ment from the HMO. Also, the medi- 
cal group agrees that it will be at fi- 
nancial risk for costs in excess of the 
capitation-based payment. It must 
make up from its own resources any 
deficits which result from costs ex- 
ceeding capitation payments. It re- 
tains any surpluses which may result 
from capitation payments exceeding 
actual costs. The distribution of any 
surpluses to the individual] physicians 
is at the discretion of the medical 
group. 

Hospitalization costs. An additional 
provision of the contract between the 
HMO and the medical group provides 
that the medical group is at risk for a 
portion of the member hospitalization 
costs. Prior to the beginning of each 
fiscal year, the HMO and the medical 
group agrees upon a projected rate of 
hospitalization for the coming year. 
To the extent that the actual utiliza- 
tion rate falls below the projected 
rate, the medical group may receive a 
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portion of the savings attributable to 
the difference. Likewise, to the extent 
that actual utilization exceeds projec- 
tions, the medical group agrees to re- 
imburse the HMO for the excess 
amount up to a maximum of, for ex- 


ample, 15 percent of the capitation re- 


ceived from the HMO. 

The distribution to the individual 
physicians of any hospital-related sur- 
plus funds is at the discretion of the 
medical group. All determinations of 
costs, surpluses, and deficits are made 
according to - written procedures 
agreed to by both parties. 


2. HMO-INDIVIDUAL PRACTICE 
ASSOCIATION CONTRACT 


Health professional services. An 
HMO contracts with an individual 
practice association for a_ specific 
range of services and the individual 
practice association agrees to provide 
or arrange for the provision of the ser- 
vices of health professionals which are 
provided as basic health services with 
the exception of medically necessary 
emergency services not provided 
through the HMO, inpatient hospital 
services provided by employees or 
staff of a hospital or provided by staff 
of other entities, and unusual or infre- 
quently used services. The individual 
practice association agrees that it will 
provide these services in exchange for 
an agreed upon monthly capitation- 
based payment from the HMO. Also, 
the individual practice association 
agrees that it will be at financial risk 
for costs in excess of the capitation- 
based payment. 

Risk pool. The individual practice as- 
sociation pays its physicians and other 
heaith professionals on the basis of 85 
percent of billed charges: Provided, 
That the maximum allowable charge 
will be at the 80th percentile of usual, 
customary, and reasonable charges for 
the service in that area. The 15 per- 
cent which is heid back by the individ- 
ual practice association constitutes a 
risk pool to cover the individual prac- 
tice association’s excess cost for physi- 
cian and other health professional ser- 
vices. The health professionals of the 
individual practice association agree, 
however, to make up from their own 
resources any deficits which may 
result from costs exceeding capitation 
payments which the risk pool may not 
cover. wt 

Hospitalization costs. The contract 
between the HMO and the individual 
practice association provides that the 
IPA is at risk for a portion of the 
member hospital costs. Prior to the be- 
ginning of each fiscal year, the HMO 
and the individual practice association 
agree upon a projected rate of hospi- 
talization for the coming year. To the 
extent the actual utilization rate falls 
below the projected rate, the individu- 
al practice association may receive a 
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portion of the savings attributable to 
the difference. Likewise, to the extent 
that actual utilization exceeds projec- 
tions, the individual practice associ- 
ation agrees to reimburse the HMO 
for the excess amount up to a maxi- 
mum of, for example, 15 percent of 
the capitation payment received from 
the HMO. The distribution to the indi- 
vidual physicians of any hospital-relat- 
ed surplus funds is at the discretion of 
the indivdual practice association. All 
determinations of costs, surpluses, and 
deficits are made according to written 
procedures agreed to by both parties. 
Section 1301(c) of the act provides 
that each HMO shail have a fiscally 
sound operation. In order to assure an 
adequate basis on which to assess 
fiscal soundness, the reporting re- 
quirements of §110.108(0)2) have 
been expanded to require HMO’s to 
identify their affiliates, and to require 
HMO’s to submit to the Secretary 
combining financial statemenis which 
include financial information pertain- 
ing to these affiliates. The term “affil- 
iate’” has been defined at § 110.101 in 
order to clearly identify the entities to 
which these new reporting require- 
ments apply. In addition, the fiscal 
soundness provisions of §110.108(a) 
have been expanded at § 110.10&a)(7) 
with respect to the contracts entered 
into by HMO’s for the purchase of 
goods and services. In assessing fiscal 
soundness, the Secretary will closely 
scrutinize these contracts, giving con- 
sideration to whether the contract 
price exceeds what a prudent and cosi- 
conscious buyer would pay for the 
goods and services involved. — 
Section 110.105(a)(3) has been ex- 
panded to clarify the flexibility for 
pricing which exists under a communi- 
ty rating system. Under a community 
rating system, rates of payments for 
health services would be based on the 
average per-member per-month reve- 
nue required by the HMO to meet its 
projected operating costs, capitai, and 
reserve costs and generate surplus. (It 
is recognized that in their startup peri- 
ods many HMO’s anticipate initial op- 
erating deficits, and that therefore, 
rates of payment would not be calcu- 
lated to generate revenues sufficient 
to cover all of these costs.) Flexibility 
is necessary for the HMO to respond 
effectively to the various purchasing 
practices of employers. Copies of tech- 
nical papers explaining community 
rating are available upon request from 
the Office of the Director, Office of 
Health Maintenance Organizations, at 
the address set forth above. In addi- 
tion, guidelines are being developed 
with respect to the implementation of 
certain provisions in Subpart A, such 
as the organizational structure of an 
HMO; and the level of basic and sup- 
plemental health services, including 
medically necessary health services. As 
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these guidelines are developed and re- 
lated policy issues are resolved, infor-. 
mation about these policies and the 
availability of guidelines will be pub- 
lished in the FEDERAL REGISTER. 

Policy issues regarding the nature 
and extent of participation by third 
parties, i.e., contractors and other non- 
HMO entities including medical 


groups and individual practice associ- 


ations, in HMO activities such as man- 
agement services, marketing, consult- 
ing services, and providing or arrang- 
ing for health services are also being 
addressed by the Department. When 
these issues have been resolved, fur- 
ther amendments for Subpart A ma7 
be proposed and published as a Notice 
of Proposed Rulemaking in the FrpEr- 
AL REGISTER. 

Section 110.109(a), concerning spe- 
cial requirements for HMO’s which 
contract to provide services under 
Title XVIII or Title XIX of the Social 
Security Act, has been simplified and 
now only refers to the fact that an 
HMO serving Title XVIII or XIX 
beneficiaries must meet the applicable 
requirements of those titles and their 
related regulations. 

The Assistant Secretary for Health 
for the Department of Health, Educa- 
tion, and Welfare, with the approval 
of the Secretary of Heaith, Education, 
and Welfare, hereby proposes to revise 
Subpart A of 42 CFR Part 110. 


Dated: July 27, 1978. 


JULIUS B. RICHMOND, 
Assistant Secretary for Healt. 


Approved: August 14, 1978. 


Joseph A, Califano, Jr., 
Secretary. 


Subpart A—Requirements for a Health Maintenance 
Organization 
Sec. 

110.101 Definitions. 

110.102 Health benefits plan: Basic health 
services. 

110.103 Health benefits plan: Supplemen- 
tal health services. 

119.104 Provision of basic and Supnplemen- 
tal health services. 

119.105 Payment for basic health services. 

110.106 Payment for Supplemental health 
services. ‘ 

110.107 Availability, accessibility, and con- 
tinuity of basic and supplemental health 
services. 

110.108 Organization and operation. 

110.109 Special requirements: Titles XVIII 
and XIX of the Social Security Act. 

110.110 Special requirements: Federal Em< 
ployees’ Health Benefits Program. 


AutHority: Sec. 215, 58 Stat. 690 (42 
U.S.C. 216); secs. 1301-1316, as amended, 90 
Stat. 1945-1960 (42 U.S.C. 300e-300e-15). 


Subpart A—Requiremants for a Health 
Maintenance Organization 


§ 110.101 Definitions. 
As used in this part: | 
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“Act”? means the Public Health Serv- 
ice Act. 

“Affiliate” of an HMO means an in- 
dividual who owns or controls an 
HMO, or a partnership, corporation, 
association, or other group, which is 
under common financial or beneficial 
ownership or under common director- 
ship or trusteeship with the HMO, 
either directly or indirectly and which 
either provides a substantial portion 
of the HMO’s revenue, health care ser- 
vices, Or management services or re- 
ceives a substantial portion of its rev- 
enues, health care services, or manage- 
ment services from the HMO. 

“Basic health services” means 
health services described in 
§ 110.162(2). 

“Community rating system” means a 
system of fixing rates of payments for 
health services which meets the re- 
quirements of § 110.105(a)(3). 

“Comprehensive health services” 
means as a2 minimum the following 
services which may be limited as to 
time and cost: ; 

(1) Physician services (§ 110.102- 
(a)(1)); 

(2) Outpatient services and inpatient 
hospital services (§ 110.102(a2)); 

(3) Medically necessary emergency 
health services (§ 110.102(a)(3)); and 

(4) Diagnostic laboratory and diag- 
nostic and therapeutic radiologic ser- 
vices (§ 110.102(a)(6)). 

“Direct service contract” means a 
contract for the provision of basic or 
supplemental health services or both 
between an HMO and (1) a health pro- 
fessional other than a member of the 
staff of the HMO, or (2) an entity 
other than a medical group or an indi- 
vidual practice association. 

“Health maintenance organization” 
(HMO) means 2 legal entity which 
provides or arranges for the provision 
of basic and supplemental health ser- 
vices to its members in the manner 
prescribed by, is organized and operat- 
ed in the manner prescribed by, and 
otherwise meets the requirements of, 
section 1301 of the Act and the regula- 
tions of this subpart. 

“Health professionals’ means physi- 
cians (doctors of medicine and doctors 
of osteopathy), dentists, nurses, podia- 
trists, optometrists, physicians’ assis- 
tants, clinical psychologists, social 
workers, pharmacists, nutritionists, oc- 
cupational therapists, physical thera- 
pists, and other professionals engaged 
in the delivery of health services who 
are licensed, practice under an institu- 
tional license, are certified, or practice 
under authority of the HMO, a medi- 
cal group, individual practice associ- 
ation, or other authority consistent 
with State law. 

“Individual practice association” 
means a partnership, association, cor- 
poration, or other legal] entity: 
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(1) Which delivers or arranges for 
the delivery of health services and 
which has entered into a written ser- 
vices arrangement or arrangements 
with health professionals, a majority 
of whom are licensed to practice medi- 
cine or osteopathy. The written ser- 
vices arrangement shail provide: 

(i) That these health professionals 
shall provide their professional ser- 
vices in accordance with a compensa- 
tion arrangement established by the 
entity; and 

(ii) To the extent feasible: 

(A) For the sharing by these health 
professionals of health (including 
medical) and other records, equip- 
ment, and professional, technical, and 
administrative staff; and 

(B) For the arrangement and en- 
couragement of the continuing educa- 
tion of these health professionals in 
the field of clinical medicine and relat- 
ed areas. 

“Medical group’ means a partner- 
ship, association, corporation, or other 
group: 

(1) Which is composed of health pro- 
fessionals licensed to practice medicine 
or osteopathy and of such other li- 
censed health professionals (including 
dentists, optometrists, and podiatrists) 
as are necessary for the provision of 
health services for which the group is 
responsible; 

(2) A majority of the members of 
which are licensed to practice medi- 
cine or osteopathy; and 

(3) The members of which: 

(i) As their principal professional ac- 
tivity (over 50 percent individually) 
engage in the coordinated practice of 
their profession and as a group re- 
sponsibility have substantial responsi- 
bility (over 35 percent in the aggregate 
of their professional activity) for the 
delivery of health services to members 
of an HMO; 

(ii) Pool their income from practice 
as members of the group and distrib- 
ute it among themselves according to a 
prearranged salary or drawing account 
or other similar plan unrelated to the 
provision of specific health services; 

iii) Share health (including medi- 
cal) records and substantial portions 
of major equipment and of profession- 
al, technical, and administrative staff; 

(iv) Arrange for and encourage con- 
tinuing education in the field of clini- 
cal medicine and related areas for the 
members of the group and health pro- 
fessionals employed by the group; and 

(v) Establish an arrangement where- 
by a member’s enrollment status in 
not known to.the health professional 


who provides health services to the . 


member. 

“Medical group member” means a 
health professional engaged as a part- 
ner, associate, or shareholder in the 
medical group, or any other health 
professional employed by thé group 


who may be designated as 2 medical 
group member by the medical group. 
“Medically underserved population’ 
means the population of an urban or 
rural area designated by the Secretary 
as an area with a shortage of personal 
health services. Designations of urban 
or rural areas will be made by the Sec- 
retary as described in § 110.203(¢). 
“Member”, when used in connection 
with an HMO, means an individual 
who has entered into a contractual re- 
lationship with the HMO or on whose 
behalf a contractual arrangement has 
been entered into with the HMO 
under which the HMO assumes the re- 
sponsibility for the provision to such 
member of basic health services and 
such supplemental health services as 
may be contracted for. 
“Nonmetropolitan area’ means an 
area no part of which is within an area 
designated as a standard metropolitan 
statistical area by the Office of Man- 
agement and Budget and which does 
not contain a city whose population 
exceeds 50,000 individuals. 
“Policymaking body” of an HMO 
means a board of directors, governing 


, body, or other body of individuals 


which has the authority to establish 
policy for the HMO. 

“Rural area” means any area not 
listed as a place having a population of 
2,500 or more in Document No. PC(1)- 
A, “Number of Inhabitants’, table VI, 
“Population of Places”, and not listed 
as an urbanized area in table XI, ‘‘Pop- 
ulation of Urbanized Areas” of the 
same document (1970 Census or most 
recent update of this document, 
Bureau of Census, U.S. Department of 
Commerce). : 

“Secretary” means the Secretary of 
Health, Education, and Welfare. and 
any other officer or employee of the 
Department of Health, Education, and 
Welfare to whom the authority in- 
volved has been delegated. 

“Service area” means the geographic 
area as defined through zip codes, 
census tracts, or other geographic sub- 
divisions, found by the Secretary to be 
the area within which the HMO pro- 
vides or arranges for basic and supple- 
mental health services that are availa- 
ble and accessible to its members as re- 
quired by section 1301(b)(4) of the act. 

“Staff of the HMO” means health 
professionals who are employees of 
the HMO and who: 

(1) Provide services to HMO mem- 
bers at an HMO facility subject to the 
staff policies and operational proce- 
dures of the HMO; 

(2) Engage in the coordinated prac- 
tice of their profession and provide to 
members of the HMO health services 
which the HMO has contracted to pro- 
vide; 

- (3) Share medical and other records, 
equipment, and professional, techni- 
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cal, and administrative staff of the 
HMO; . 

(4) Participate in continuing educa- 
tion in their professional field as pro- 
vided or arranged for by the HMO; 
and 

(5) Provide their professional ser- 
vices in accordance with a compensa- 
tion arrangement, other than fee-for- 
service, established by the HMO. This 
arrangement may include, but is not 
limited to fee-for-time, retainer or 
salary. 

“Subscriber” means a member who 
has entered into a contractual rela- 
tionship with the HMO or who under 
the HMO group health services agree- 
ment is responsible for making basic 
health services payments to the HMO 
or on whose behalf these payments 
are made. j 

“Supplemental health services” 
means the health services described in 
§ 110.103(a). 

“Unusual or infrequently used 
health services” means: 

(1) Those health services which are 
projected to involve fewer than 1 per- 
cent of the encounters per year for the 
entire HMO membership, or, 

(2) Those health services the provi- 
sion of which, given the enrollment 
projection of the HMO and generally 
accepted staffing patterns, is projected 
will require less than 0.25 full-time- 
equivalent health professionals. 


$110.102 Health benefits 
health services. 


(a) An HMO shall provide or arrange 
for the provision of basic health ser- 
vices to its members as needed and 
without limitations as to time and cost 
other than those prescribed in the act 
and these regulations, as follows: 

(1) Physician services (including con- 
sultant and referral services by a phy- 
sician), which shall be provided by a li- 
censed physician, or if a service of a 
physician may also be provided under 
applicable State law by other health 
professionals, an HMO may provide 
the service through these other heath 
professionals; 

(2) Outpatient services, which shall 
include diagnostic services, treatment 
services, and X-ray services, for pa- 
tients who are ambulatory and may be 
provided in a nonhospital based health 
care facility or at a hospital; inpatient 
hospital services, which shall include 
but not be limited to, room and board, 
general nursing care, meals and special 
diets when medically necessary, use of 
operating room and related facilities, 
use of intensive care unit and services, 
X-ray services, laboratory, and other 
diagnostic. tests, drugs, medications, 
biologicals, anesthesia and oxygen ser- 
vices, special duty nursing when medi- 
cally necessary, physical therapy, radi- 
ation therapy, inhalation therapy, and 
administration of whole blood and 


plan: Basic 
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blood plasma; outpatient services and 
inpatient hospital services shall in- 
clude short-term rehabilitation §ser- 
vices when medically necessary; 


(3) Instructions to its members on’ 


procedures to be followed to secure 
medically necessary emergency health 
services both in the service area and 
out of the service area; 

(4) At least 20 outpatient visits per 
member per year, as may be necessary 
and appropriate for short-term evalua- 
tive or crises intervention, mental 
health services, or both; 

(5) Diagnosis, medical treatment and 
referral services (including referral 
services to appropriate ancillary ser- 
vices) for the abuse of or addiction to 
alcohol and drugs; 

(i) Diagnosis and medical treatment 
shall include detoxification for alco- 
holism or drug abuse on either an out- 
patient or inpatient basis, whichever is 
medically determined to be appropri- 
ate, in addition to treatment for other 
medicai conditions; 

(ii) Referral services may be either 
for medical or for nonmedical ancil- 
lary services. Medical services shall be 
a part of basic health services; non- 
medical ancillary services (such as vo- 
cational rehabilitation, employment 
counseling), need not be a part of basic 
health services; 


(6) Diagnostic laboratory and diag” 


nostic and therapeutic radiology ser- 
vices in support of basic health ser- 
vices; 

(7) Home health services provided at 
a member’s home by health care per- 
sonnel, as prescribed or directed by 
the responsible physician or other au- 
thority designated by the HMO; and 

(8) Preventive health services, which 
shall be made available to members 
and shall include at least the follow- 
ing: 

(i) A broad range of 
family planning services; 

(ii) Services for infertility; 

(ili) Well-child care from birth; 

(iv) Periodic health evaluations for 
adults; 

(v) Eye and ear examinations for 
children through age 17, to determine 
the need for vision and hearing correc- 
tion; and 

(vi) Pediatric and adult immuniza- 
tions, in accord with accepted medical 
practice. 

(b) In addition, an HMO may in- 
clude a health service described as a 
supplemental health service in 
§ 110.103 in the basic health services 
provided or arranged for its members 
for a basic health services payment. 

(c) The following are not required to 
be provided as basic health services: 

(1) Corrective appliances and artifi- 
cial aids; 

(2) Mental health services, except as 
required under section 1302(1)(D) of 


voluntary 
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the Act and paragraph (a)(4) of this 
section; 

(3) Cosmetic surgery, unless medical- 
ly necessary; 

(4) Prescribed drugs and medicines 
incidental to outpatient care; 

(5) Ambulance services, unless medi- 
cally necessary; 

(6) Care for military service connect- 
ed disabilities for which the member is 
legally entitled to services and for 
which facilities are reasonably availa-. 
ble to this member; 

(7) Care for conditions that State or 
local law requires be treated in a 
public facility; 

(8) Dental services; 

(9) Vision and hearing care except as 
required by section 1302(1)(H)(vi) and 
paragraph (a)(8) of this section; 

(10) Custodial or domicilary care; 

(11) Experimental medical, surgical, 
or other experimental health care pro- 
cedures unless approved as a basic 
health service by the policymaking 
body of the HMO; 

(12) Personal or comfort items and 
private rooms, unless medically neces- 
sary during inpatient hospitalization; 

(13) Whole blood; 

(14) Long term physical therapy and 
rehabilitation; and ine 

(15) Durable medical equipment for 
home use (such as wheel chairs, surgi- 
cal beds, respirators, dialysis ma- 
chines). 

(d) An HMO may not offer to pro- 
vide or arrange for the provision of 
basic health services on a prepayment 
basis which do not include all the 
basic health services set. forth in para- 
graph (a) of this section or which are 
limited as to time and cost except in a 
manner prescribed by this subpart. 


§ 110.103 Health benefits plan: Supple- 
mental health services. 


(a) Each HMO may provide to its 
members any of the following health 
services, which may be limited as to 
time and cost: 

(1) Services of facilities for interme- 
diate and long-term care; 

(2) Vision and hearing care not in- 
cluded as a basic health service; 

(3) Dental services; 

(4) Mental health services not in- 
cluded as a basic health service; 

(5) Long-term physical medicine and 
rehabilitative services (including phys- 
ical therapy); - 

(6) Prescription drugs prescribed in 
the course of provision of basic outpa- 
tient or supplemental health services; 
and 

(7) Other health services which are 
not included as basic health services 
and which have been approved by the 
Secretary for delivery as supplemental 
health services. 

(b) An HMO shall determine the 
level and scope of supplemental health 
services included with basic health ser- 
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vices provided to its members for a 
basic health services payment or those 
services offered to its members as sup- 
plementa!] health services. 

(c) An HMO is authorized, in con- 
nection with the prescription or provi- 
sion of prescription drugs, to maintain, 
review, and evaluate a drug use profile 
of its members receiving such services, 
evaluate patterns of drug utilization to 
assure optimum drug therapy, and 
provide for instruction of its members 
and of health professionals in the use 
of prescription and nonprescription 
drugs. Each HMO providing these ser- 
vices shall insure that: 

(1) The program is developed jointly 
by the physicians and pharmacists as- 
sociated with the HMO; 

(2) The objectives of the program 
are explained to all health profession- 
als and members of the HMO; 

(3) Individual rights are protected 
and that all information regarding and 
identifying an idividual is available 
only to appropriate health profession- 
als of the HMO and to the individual 
member at his request; 

(4) The primary thrust of the pro- 
gram is optimum drug therapy for the 
individual member of the HMO; and 

(5) The information obtained in 
drug utilization review is utilized in 
educational programs for professionals 
«nd members of the HMO. 


§ 110.104 Provision of basic amd supple- 
mental health services. 


(a1) The services of health profes- 
sionals which are provided as basic 
health services shall, except as pro- 
vided in paragraph (d) of this section, 
be provided or arranged for through 
health professionals who are em- 
ployed by the HMO as members of the 
staff of the HMO, through a medical 
group or groups, through an individu- 
al practice association or associations, 
through health professionals who 
have direct service contracts with the 
HMO for the provision of these ser- 
vices, or through any combination of 
staff, medica] group or groups, individ- 
ual practice association or associ- 
ations, or health professionals who 
have direct service contracts with the 
HMO. 

(2) Within the 3-year period begin- 
ning with the month following the 
month in which an HMO is found by 
the Secretary to be qualified, these 
services may also be provided by an 
entity which would be a medical group 
for the purposes of this subpart but 
for the requirements of subparagraph 
(3)4i) of the definition of medical 
group in §110.101. After this 3-year 
period, these services may be provided 
by such an entity only if the Secretary 
determines that the principal profes- 
sional activity (over 50 percent individ- 
ually) of the entity’s members is the 
coordinated practice of their profes- 
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sion, amd (i) at least 20 percent of the 
physicians in the HMO’s service area 
are members of the entity, or (ii) the 
HMO has an insufficient number of 
members to require utilization of 35 
percent of the entity’s services, or (iii) 
the entity serves two or more HMO’s 
which in the aggregate utilize at least 
35 percent of the entity’s services. 

(b) An HMO may not in any of its 
fiscal years enter into direct service 
contracts if the amounts projected to 
be paid under these direct service con- 
tracts for basic and supplemental 
health services exceed 15 percent of 
the total amount projected to be paid 
in that fiscal year by the HMO to all 
physicans for the provision of basic 
and supplemental] health services, or, 
if the HMO principally serves a rural 
area, 30 percent of this amount. How- 
ever, this limitation does not apply to 
direct service contracts with entities 
which but for the requirements of sub- 
paragraph (3xi) of the definition of 
“medical group” in § 110.101 would be 
medical groups and to contracts for 
services described in paragraph (d) of 
this section. . 

(c) HMO contracts with health pro- 
fessionals, medical groups, individual 
practice associations, or other entities 
for the provision of basic and supple- 
mental health services shall include at 


Jeast the following: 


(1) A description of responsibilities 
of the parties to the contract; 

(2) The agreed upon compensation 
for services; 

(3) An agreement by the medical 
group or individual practice associ- 
ation to provide or arrange for the 
provision of all medically necessary 
basic and supplemental health services 
which are covered by the contract to 
members of the HMO for the agreed 
upon compensation. In the case of a 
contract with an individual practice 
association, the IPA shall be required 
to include in its services arrangement 
with its health professionals a require- 
ment that they provide all medically 
necessary services covered under such 
arrangement to HMO members with- 
out regard to whether funds of the 
IPA are available for payment to the 
health professionals for such sérvices; 

(4) Provisions requiring that an 
agreed upon portion of the amount of 
the HMO’s hospitalization costs ex- 
ceeding its yearly budget estimates 
which is attributable to inpatient utili- 
zation in excess of the projected rate 
of utilization on which budget esti- 
mates are based shall be paid to the 
HMO by the medical group or IPA; 

(5) Provisions requiring acceptance 
by health professionals associated 
with medical groups and individual 
practice associations of control mecha- 
nisms which will assist in cost-effective 
operation. These mechanisms shall be 
designed to monitor utilization and 


avoid umnecessary or unduly costly 
utilization of health services and oth- 
erwise promote cost effectiveness in 
the provision of basic health services; 

(6) Assurances that medical groups 
and individual practice associations or 
health professionals associated with 
them will have and maintain profes- 
sional liability coverage, either 
through insurance or self-insurance; 

(7) An agreement that the medical 
group, individual practice association 
or other entity, the members of the 
group, association or other entity, and 
health professionals contracting with 
the HMO will look solely to the HMO 
for compensation for services provided 
to members of the HMO under the ap- 
plicable contracts between the HMO 
and its members, except for any co- 
payments permitted in these members’ 
contracts, and will not assert any 
claim for compensation against the 
members served in excess of these co- 
payments; and 

(8) In the case of contracts with 
health professionals, except for unusu- 
al or infrequently used services, in- 
clude provisions requiring appropriate 
continuing education and any other 
provisions as the Secretary may re- 
quire. 

(d) Basic health services shall be 
provided in accordance with para- 
graph (a) of this section unless they 
are: 

(1) Unusual or infrequently used ser- 
vices; or 

(2) Health services as described in 
paragraph ({)(1) of this section; or 

(3) Services provided as part of the 
inpatient hospital services by employ- 
ees or staff of a hospital or provided 
by staff of other entities such as com- 


- munity mental health centers, home 


health agencies, visiting nurses’ associ- 
ations, independent laboratories, or 
family planning agencies. 

(e) Supplemental health services 
shall be provided or arranged for by 
the HMO and need not be provided by 
providers of basic health services 
under contract with the HMO. 

(f) Each health maintenance organi- 
zation shall: 

(1) Pay the provider, or reimburse 
its members for the payment of rea- 
sonable charges for basic health ser- 
vices (or supplemental health services 
which the HMO agreed to provide on 
&@ prepayment basis) for which its 
members have contracted, which be- 
cause of medical necessity (and not for 
reasons of convenience) the member 
obtained within the service area or out 
of the service area other than through 
the HMO. As used in this paragraph, 
the medical necessity refers to those 
inpatient and outpatient - services 
which may not be delayed until the 
HMO’s facilities or health service pro- 
viders can be used without incurring 
the risk of the member’s death or the 
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permanent or serious impairment of 
the member’s health. 

(2) Adopt procedures to review 
promptly all claims from members for 
reimbursement for the provision of 
health services described in paragraph 
(f)(1) of this section which procedures 
shall include the determination of the 
medical necessity for obtaining the 
services other than through the HMO; 
and 

(3) Provide instructions to its mem- 
bers on procedures to be followed to 
secure these health services. 


§ 110.105 Payment for basic health ser- 
vices. 


(a) Each HMO shall provide or ar- 
range for the provision of basic health 
services for a basic health services pay- 
ment which: 

(1) Is to be paid on a periodic basis 
without regard to the dates health ser- 
vices (within the basic health services) 
are provided; 

(2) Is fixed without regard to the 
frequency, extent, or kind of health 
services (within the basic health ser- 
vices) actually furnished; 

(3) Except as provided in paragraph 
(b) of this section, is fixed under a 
community rating system. Under a 
community rating system, rates of 
payments for health services are based 
on the per-member per-month revenue 
required by the HMO. Payments from 
a specific group of subscribers must 
yield revenues substantially equivalent 
to the product of the total number of 
enrollees of the group and the per- 
member per-month revenue required 
by the. HMO. Rates of payment may 
be determined on a per-person or per- 
family basis and may vary with the 
number of persons in a family, but 
except as otherwise authorized in this 
paragraph, these rates must be equiva- 
lent for all individuals and for all fam- 
ilies of similar composition. 

However, payments may not vary be- 
cause of actual or anticipated utiliza- 
tion of services by individuals associat- 
ed with any specific group of subscrib- 
ers. These provisions do not preclude 
changes in the rates of payments for 
health services based on a community 
rating system which are established 
for new enrollments or reenrollments 
and which changes do not apply to ex- 
isting contracts until the renewal of 
these contracts. Only the following 
differentials in rates of payments may 
be established under a community 
rating system: 

(i) Nominal differentials in rates 
may be established to reflect differ- 
ences in marketing costs and the dif- 
ferent administrative costs of collect- 
ing payments from the following cate- 
gories of potential subscribers: 

* (A) Individual (nongroup) subscrib- 
ers (including their families), 
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(B) Small groups of subscribers (100 
subscribers or fewer), 

(C) Large groups of subscribers (over 
100 subscribers). 

(ii) Nominal differentials in rates 
may be established to reflect the com- 
positing of the rates of payment in a 
systematic manner to accommodate 
group purchasing practices of differ- 
ent employers. Thus, rates may vary 
from group to group because of vari- 
ations in the rate structure of each 
group. For example, an HMO may 
base the rate charged to one group on 
a two step structure (i.e., a single rate 
and a family rate) and with respect to 
another group, on a three step struc- 
ture (i.e., a single, a two-person family, 
and a three or more person family 
rate). The revenue generated by each 
group, however, must be substantially 
equivalent to the product of the total 
enrollees from the group and the per- 
member per-month revenue required 
by the HMO. 

(iii) Differentials in rates may be es- 
tablished for subscribers enrolled in 
an HMO: (A) Under a contract with a 
governmental authority under section 
1079 (“Contracts for Medical Care for 
Spouses and Children: Pians’’) or sec- 
tion 1086 (“Contracts for Health Bene- 
fits for Certain Members, Former 
Members and Their Dependents”) of 
Title 10 (“Armed Forces’), United 
States Code; or (B) under any other 
governmental program (other than 
the health benefits program author- 
ized by chapter 89 (“Health Insur- 
ance’’), of Title 5 (“Government Orga- 
nization and Employees’), United 
States Code; or (C) under any health 
benefits program for employees of 
States, political subdivision of States, 
and other public entities. 

(iv) An HMO may establish a sepa- 
rate community rate for separate re- 
gional components of the organization 
upon satisfactory demonstration to 
the Secretary of the following: 

(A) Each regional component is geo- 
graphically distinct and separate from 
any other regional component; 

(B) Membership is established with 
respect to the individual regional com- 
ponent, rather than with respect to 
the parent HMO; and 

(C) Each regional component pro- 
vides substantially the full range of 
basic health services to its members 
without extensive referral between 
components of the organization for 
these services, and without substantial 
utilization by any. two components of 
the same health care facilities. The 
separate community rate for each re- 
gional component of the HMO must 
be based on the different costs of pro- 
viding health services in the respective 
regions. 

(4) May be supplemented by nomi- 
nal copayments which may be re- 
quired for the provision of specific 
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basic health services. Each HMO may 
establish one or more copayment op- 
tions. 

(i) To insure that copayments are 
not a barrier to the utilization of 
health services or membership in the 
organization, an HMO may not impose 
copayment charges that exceed 50 per- 
cent of the total cost of providing any 
single service to its members, nor in 
the aggregate more than 20 percent of 
the total cost of providing all basic 
health services. 

(ii) No copayment may be imposed 
on any subscriber or members covered 
by his contract with the HMO in any 
calendar year, when the copayments 
made by such subscriber or members 
in such calendar year total 50 percent 
of the total annual premium cost 
which such subscriber or members 
would be required to pay if he or they 
were enrolled under an option with no 
copayments, if such subscriber or 
members demonstrates that copay- 
ments in that amount have been paid 
in such year. 

(b) In the case of an entity which 
before it became a qualified HMO 
under Subpart F of this part, provided 
comprehensive health services on a 
prepaid basis, the requirement of com- 
munity rating shall not apply to the 
entity during the 48-month period be- 
ginning with the month following the 
month in which the entity became a 
qualified HMO. 

(c) If, pursuant to any worker’s com- 
pensation or employer’s liability law 
or other legislation of similar purpose 
or import, a third party would be re- 
sponsible for all or part of the cost of 
basic health services provided by the 
HMO if services had not been provided 
by the HMO, then the HMO may col- 
lect from the third party the portion 
of the cost of those services for which 
the third party would be responsible. 

(d) HMO’s may charge a late pay- 
ment penalty on accounts receivable 
which ar in arrears. 


§ 110.106 Payment 
health services. 


(a) An HMO may require supple- 
mental health services payments, in 
addition to the basic health services 
payments, for the provision of each 
health service included in the supple- 
mental health services set forth in 
§ 110.103 for which subscribers have 
contracted or may include supplemen- 
tal health services in the basic health 
services provided its members for a 
basic health services payment. 

(b) Supplemental health services 
payments may be made in any agreed 
upon manner, such as prepayment, or 
fee-for-service. Supplemental health 
services payments which are fixed on 
a prepayment basis, however, shall be 
fixed under a community rating 
system, except that, in the case of an 


for supplemental 
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entity which before it became a quali- 
fied HMO under Subpart F of this 
part provided comprehensive health 
services on a prepaid basis, the re- 
quirement of this sentence shall not 
apply. to that entity during the 48- 
month period beginning with the 
month following the month in which 
the entity became a qualified HMO. 

(c) If, pursuant to any worker’s com- 
pensation or employer’s liability law 
or other legislation of similar purpose 
or import, a third party would be re- 
sponsible for all or part of the cost of 
supplemental health services provided 
by the HMO if services had not been 
provided by the HMO, then the HMO 
may collect from the third party the 
portion of the cost of those services 
for which the third party would he re- 
sponsible. 


§ 110.107 Availability, accessibility, and 
continuity of basic and supplemental 
heaith services. 


Within the HMO’s service area, basic 
health services and those supplemen- 
tal health services for which members 
have contracted shall: 

(a) Be provided or arranged for by 
the HMO; 

(b) Be available and accessible to 
each of the HMO’s members promptly 
@s appropriate with respect to: 

(1) Its geographic location, hours of 
operation, and provisions for after- 
howrs services (medically necessary 
emergency services must be available 
and accessible 24 hours a day, 7 days a 
week); and 

(2) Staffing patterns within general- 
ly accepted norms for meeting the pro- 
jected membership needs; and 

(c) Be provided in a manner which 
assures continuity, including but not 
limited to: 

(1) Provision of a health professional 
who is primarily responsible for co- 
ordinating the member’s overall 
health care; and 

(2) Development of a health (includ- 
ing medical) recordkeeping system 
through which pertinent information 
relating to the health care of the pa- 
tient is accumulated and is readily 
available to appropriate professionals. 


$110.18 Organization and operation. 

Each HMO shall: 

(a) Fisealiy sound operation. Have a 
fiscally sound operation as demon- 
strated by: 

(1) Evidence satisfactory to the Sec- 
retary of the capability of its policy 
making body to exercise effective con- 
trol over policy (including marketing 
policy) and personnel (including con- 
tractors as described in paragraph 
(a)X(2) of this section) sufficient to 
assure that management actions are in 
the best interests of the HMO; 

(2) A full-time Executive Director 
and additional full- or part-time man- 
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agement personnel as are necessary to 
direct, review, and evaluate the man- 
agement functions of marketing, fi- 
nance, and health plan administration: 
Provided, That if contractors are used 
to perform these executive and man- 
agement functions, it must be within 
the authority of the HMO to select or 
approve the selection and to discharge 
or require the discharge of the Execu- 
tive Director and to evaluate and ter- 
minate the contract activity; 

(3) In the case of an HMO which has 
not earned a cumulative net operating 
surplus during the three most recent 
fiscal years, or has not earned a net 
eperating surplus during the most 
recent fiscal year, or does not have a 
positive net worth, or is seeking Feder- 
al HMO operating loan assistance 
under this part; 

(i) A financial pian satisfactory to 
the Secretary, which identifies the 
acheivement and maintenance of a 
positive cash flow, including provisions 
for retirement of existing and pro- 
posed indebtedness and generation of 
positive operating surpluses, and 
which demonstrates the ability to es- 
tablish all reserves or to meet other fi- 
nancial requirements imposed by State 
laws pertaining to fiscal responsibility 
and demonstrates the ability to estab- 
lish al] reserves or to meet other fi- 
nancial requirements which the Secre- 
tary determines are necessary to the 
repayment of principal! and interest on 
loans made or guaranteed under this 
part, and : 
’ GD a detailed marketing plan con- 
sistent with the financial plan which 
projects enrotiment for the periods in- 
cluded in the financial plan; 

(4) An approach to the risk of insol- 
vency which allows for continuation of 
benefits for the duration of the con- 
tract period for which payment has 
been made, continuation of benefits to 
members who are confined on the date 
of insolvency in an inpatient facility 
until their discharge, payments to un- 
affiliated providers for services ren- 
dered; 

(5) The HMO procuring and main- 
taining in force a fidelity bond or 
bonds in an amount, but not less than 
$100,000, as may be fixed by its policy 
making body, covering every officer 
and employee entrusted with the han- 
dling of its funds. The bond may have 
reasonable deductibles, based upon 
the financial strength of the HMO; 
and 

(6) The HMO securing and main- 
taining insurance policies or other ar- 
rangements approved by the Secretary 
which safeguard and insure its assets 
against fire, theft, fraud, embezzle- 
ment, and other casualty risks and 
which insure the HMO against losses 
arising from professional liability 
claims; and 


(7) The HMO entering into contracts 
or arrangements for the purchase or 
provision of supplies, equipment, fa- 
cilities, and services on an efficient, ef- 
fective, and economical basis at a cost 
which does not exceed what a prudent 
and cost-conscious buyer would pay 
for the supplies, equipment, facilities, 
and services involved. 

(b) Financial risk. Assume full fi- 
nancial risk on a prospective basis for 
the provision of basic health services, 
except that an HMO may obtain in- 
surance or make other arrangments: 

(1) For the cost of providing to any 
member basic health services the ag- 
gregate valine of which exceeds $5,000 
in any year; 

(2) For the cost of basic heaith ser- 
vices provided to its members other 
than through the HMO because medi- 
cal necessity required their provision 
before they could be secured through 
the HMO: and 

(3) For not more than 90 percent of 
the amount hy which its costs for any 
of its fiscal years exceed 115 percent 
of its income for that fiscal year. 

(c) Broadiy representative enroil- 
ment. Afier full and fair disclosure of 
benefits, coverage, rates, grievance 
procedures, location, and hours of 
service, and a general description of 
participating providers and financial 
condition of the HMO, offer enroll- 
ment to persons who are broadly rep- 
resentative of the varicus age, social, 
and income groups within its -service 
area. In the case of an HMO which 
has a medically underserved popula- 
tion located (in whole or in part) in its 
service area, not more than 75 percent 
of the members of that organization 
may be enrolled from the medically 
underserved population unless the 
area in which that population resides 
is also a rural area. 

(d) Open enroliment. If it has either 
provided comprehensive health ser- 
vices on a prepaid basis for a period of 
at least 5 years or has an enrollment 
of at least 50,000 members, have an 
open enrcilment period at least once 
during each fiscal year next following 
a fiscal year in which it did not have a , 
financial deficit. (For purposes of this 
paragraph, financial deficits must be 
reported and certified by an independ- 
ent Certified Public Accountant.) The 
period of open enrollment shall be de- 
termined under paragraph (d)(1) of 
this section. During open enrollment, 
the HMO shall accept individuals for 
membership in the order in which 
they apply for enrollment and, except 
as provided in paragraph (d)(2) of this 
section, without regard to pre-existing 
iliness, medical condition, or degree of 
disability. 

(1) An open enrollment period for an 
HMO shall be the lesser of— 

(i) Thirty days, or 
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(ii) The number of days in which the 
organization enrolis a number of indi- 
viduals at least equal to 3 percent of 
its total net increase in enrollment (if 
any) in the fiscal year preceding the 
fiscal year in which the open enroll- 
ment period is held. In determining 
the total net increase in enrollment in 
an HMO, the HMO may not include 
any individual who is enrolled in the 
HMO through a group which had a 
contract for health care services with 
the HMO at the time that the HMO 
was determined to be a qualified HMO 
under subpart F of this part. 

(2) An HMO is not required to enroll 
individuals who are confined to an in- 
stitution because of chronic illness, 
permanent injury, or other infirmity 
which would cause economic impar- 
ment to the HMO, as demonstrated to 
the satisfaction of the Secretary, if 
these individuals were enrolled. 

(3) An HMO is not required to make 
the effective date of benefits for indi- 
viduals enrolled under this paragraph 
less than 90 days after the date of en- 
rollment. 

(4) A health maintenance organiza- 
tion may require a health examination 
of individuals applying for member- 
ship at periods other than those time 
periods set aside for individual open 
enrollment. Enrollment may be denied 
based on results of the health exami- 
nation. 

(5) The Secretary may, under para- 
graph (e) of this section, waive the re- 
quirements of this paragraph for an 
HMO which demonstrates that com- 
pliance with the provisions of this 
paragraph would jeopardize it econom- 
ic viability in its service area. 

(e) Waiver of open enrollment. In 
order to obtain a waiver under para- 
graph (d)(5) of this section, the HMO 
shall submit documentation that it 
has prospectively determined on an ac- 
tuarial basis, utilizing data available in 
the area or from similar organizations 
elsewhere, that the average utilization 
of services of potential individual 
members would so increase costs as to 
jeopardize the economic viability of 
the organization if it maintained an 
open enrollment period. 

(f) Health status and enrollment. 
Not expel or refuse to reenroll any 
member because of his health status 
or his health care needs, nor refuse to 
enroll individual members of a group 
on the basis of the health status or 
health care needs of those individuals. 
For purposes of this paragraph, the 
term “group” means eligible employ- 
ees and their dependents of employing 
entities subject to section 1310 of the 
act and subpart H of this part. 

(g) Conversion of membership, Offer 
each subscriber leaving a group a 
membership agreement on the same 
terms and conditions as are available 
to a non-group subscriber. 
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(h) Policy making body. Be orga- 
nized in such a manner that assures 
that: i 

(1) No later than 1 year after becom- 
ing operational as a qualified HMO, at 
least one-third of the membership of 
its policy making body will be mem- 
bers of the HMO. No member having 
ownership of or financial interest in, 
or employed by, or gaining financial 
reward from direct dealings with, the 
HMO or a plan-affiiiated institution or 
organization, and no members of the 
immediate family of such a member 
shall be included in the minimum one- 
third member representation on the 
policy making body, except that none 
of the foregoing shall prohibit the 
payments of directors’ fees or other 
similar fees, or interest and dividends 
derived from membership in an HMO 
cooperative, to persons serving on the 
policy making body, and 

(2) There shall be equitable repre- 
sentation on the member portion of 
the policy making body of members 
from the medically underserved popu- 
lations served by the HMO in propor- 
tion to their enrollment relative to the 
entire enrollment, except that if the 
membership from these medically un- 
derserved populations is at least 5 per- 
cent of the total enrollment, then 
those populations shall not be without 
representation. 

(i) Grievance procedures. Be orga- 
nized in a manner that provides mean- 
ingful procedures for hearing and re- 
solving grievances between the HMO 
(including the staff of the HMO, the 
medical group, and the Individual 
practice association) and the members 
of the HMO, which procedures will 
assure that grievances and complaints 
will be transmitted in a timely manner 
appropriate decision making levels 
within the HMO which have authority 
to take corrective action, that a full in- 
vestigation will be undertaken as ap- 
propriate, and that appropriate action 
will be taken promptly, including noti- 
fication of concerned parties as to the 
results of the HMO’s investigation. 

(j) Quality assurance program. Have 
organizational arrangements, consist- 
ent with program emphasis on quality 
health care, for an ongoing quality as- 
surance program for its health services 
which program: 

(1) Stresses health outcomes to the 
extent consistent with the state of the 
art; 

(2) Provides review by physicians 
and other health professionals of the 
process followed in the provision of 
health services; ; 

(3) Utilizes systematic data collec- 
tion of performance and patient re- 
sults, provides interpretation of these 
data to its practitioners, and institutes 
needed change; 

(4) Is designed in a manner likely to 
meet the standards established pursu- 
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ant to section 1155(e) of the Social Se- 
curity Act (i.e., Professional Standards 
Review) for services provided by hospi- 
tals and other operating health care 
facilities or organizations; and 

(5) Includes written procedures for 
taking appropriate remedial action 
whenever it is determined that inap- 
propriate or substandard services have 
been provided or that services which 
should have been furnished have not 
been provided. 

(k) Certification of providers. Assure 
that persons and entities through 
which the HMO provides basic and 
supplemental health services are certi- 
fied under Title XVIII of the Social 
Security Act (Medicare) in accordance 
with 20 CFR part 405, or in accord- 
ance with the regulations governing 
participation of providers in the Medi- 
cal Assistance Program under title 
XIX of the Social Security Act (Medic- 
aid), or in the case of a hospital, is ac- 
credited by the Joint Commission on 
Accreditation of Hospitals. 

(1) Continuing education of health 
professionals. Provide, or make ar- 
rangements for, continuing education 
for its health professionai staff. 

(m) Health education. In support of 
the provision of health services, offer 
its members the following: 

(1) Heaith education services and 
education in the appropriate use of 
health services and in the contribution 
each member can make to the mainte- 
nance of his own health; 

(2) Instruction in personal health 
care measures; 

(3) Information about its services, in- 
cluding recommendations on generally 
accepted medical standards for use 
and frequency of its services; and 

(4) Nutritional education and coun- 
seling. 

(n) Medical social services. In sup- 
port of the provision of health ser- 
vices, offer its members medical social 
services, which shall include appropri- 
ate assistance in dealing with the 
physical, emotional, and economic 
impact of illness and _ disability 
through services such as pre- and post- 
hospitalization planning; referral to 
services provided through community 
health and social welfare agencies; 
and, related family counseling. 

{o) (1) Reporting requirements. Pro- 
vide an effective procedure while safe- 
guarding the confidentiality of the 
doctor-patient relationship; to develop, 
compile, evaluate, and report, at such 
times and in such manner as the Sec- 
retary may require, to the Secretary, 
to its members, and to the general 
public, statistics and other informa- 
tion relating to: 

(i) The cost of its operations; 

(ii) The patterns of utilization of its 
services; 

(iii) The availability, accessibility, 
and acceptability of its services; 
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(iv) To the extent practical, develop- 
ments in the health status of its mem- 
bers; and 

(v) Other matters as the Secretary 
may require. : 

(2) di) In addition, the HMO shall 

submit to the Secretary annually au- 
dited, combining financial statements 
for its most recent fiscal year. The 
combining financial statements shall 
display in separate columns the finan- 
cial information described below for 
the HMO and each of its affiliates. 
These statements shall include at a 
minimum, for each year, an auditor’s 
opinion and all relevant auditor’s 
notes covering all entities in the com- 
bining financial statement, an imcome 
statement, a blance sheet, the elimina- 
tion of inter-entity transactions and 
the combined net amounts, and a 
statement of changes in financial posi- 
tion. The Secretary may, upon a writ- 
ten request from an HMO and for 
good cause shown, waive the require- 
ment that its combining financial 
statement include the financial infor- 
mation required in this paragraph 
with respect to a particular affiliate. 
An example of good cause would be 
the fact that the affiliate is required 
1y &@ governmental agency to submit 
periodic financial reports in a form 
from which the information required 
by this paragraph cannot be practica- 
bly derived. 

(ii) The HMO shall also submit with 
tis annual combining financial state- 


fi 
ment (A) a list of its affiliates, identi- 
nd 


fying their officers an: 
the type of business 


directors and 
ransacted with 


PROPOSED RULES 


the HMO, and (B) a statement of the 
HMO’s principal debtors and creditors. 

(p) Human dignity. Be organized 
and operated in a manner intended to 
preserve human dignity. 

(q) Confidentiality of heaith records. 
Establish adequate procedures. to 
insure confidentiality of its members’ 
health (including medical) records; 
and 

(r) Referral information. Make ar- 
rangements either directly or through 
its providers to assure that the HMO 
is kept informed about the services 
provided to its members by referral re- 
sources. 


§$ 110.109 Special requirements: Titles 
XVII and XIX of the Social Security 
Act. 


(a) As provided in section 1307(d) of 
the Act, an HMO which otherwise 
complies with section 1301(b) and sec- 
tion 1301(c) of the Act, and with the 
applicable regulations of this subpart, 
and which enrolls members who are 
entitled to insurance benefits under 
Title XVIII of the Social Security Act 
or to medical assistance under a State 
plan approved under Title XIX of that 
Act, may still be considered as an 
HMO, if with respect to its Title 
XVIII and Tithe XIX members it pro- 
vides services and is operated as re- 
quired by Title XVIII or XIX, as ap- 
propriaie, and regulations thereunder. 

(b) Notwithstanding any inconsist- 
ent requirements of this subpart, an 
HMO which enters into a contract 
with the Secretary under Title XVIII 


of the Social Security Act or with a 
State under Title XIX of that Act 
shall, with respect to its members enti- 
tled to insurance benefits or medical 
assistance under those titles, comply 
with the applicable Title XVIII or 
Title XIX requirements, including de- 
ductible and coinsurance require- 
ments, in accordance with the provi- 
sions of Title XVIII or the Title XIX 
State plan of the State with which it 
is. contracting. Copayment options 
which are not in accordance with a 
Title XIX State plan may not be im- 
posed on Title XIX enrollees. 

(c) Any grievance procedures author- 
ized under Title XVIII or Title XIX of 
the Social Security Act are not super- 
seded by the provisions of § 110.108Ci). 


§$110.110 Special requirements: Federal 
employees’ health benefits program. 


An entity which provides health ser- 
vices to a defined population on a pre- 
paid basis and which has members 
who are enrolled under the health 
benefits program authorized by Chap- 
ter 89 of Title 5, United States Code, 
may be considered as an HMO for pur- 
poses of receiving assistance under 
this part if with respect to its other 
members it provides health services in 
accordance with section 1301(b) of the 
Act and the applicable regulations of 
this part and is organized and operat- 
ed in the manner prescribed by section 
1301(c) of the Act and the applicable 


regulations of this Part. 


[FR Doc. 78-25338 Filed 9-8-78; 8:45 am] 
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